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868.1910  ESOPHAGEAL STETHOSCOPE
          BZW - STETHOSCOPE, ESOPHAGEAL                                       2       I
868.5620  BREATHING MOUTHPIECE
          BYP - MOUTHPIECE, BREATHING                                         1       I
868.5640  MEDICINAL NONVENTILATORY NEBULIZER (ATOMIZER)
          CCQ - NEBULIZER, MEDICINAL, NON-VENTILATORY (ATOMIZER)              2       I
868.5675  REBREATHING DEVICE
          BYW - DEVICE, REBREATHING                                           1       I
868.5700  NONPOWERED OXYGEN TENT
          FOG - HOOD, OXYGEN, INFANT                                          1       I
          BYL - TENT, OXYGEN                                                  1       I
868.6810  TRACHEOBRONCHIAL SUCTION CATHETER
          BSY - CATHETERS, SUCTION, TRACHEOBRONCHIAL                          2       I
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862.1030  ALANINE AMINO TRANSFERASE (ALT/SGPT) TEST SYSTEM
          CJJ - DIAZO, ALT/SGPT                                                 2       I
          CKD - HYDRAZONE COLORIMETRY, ALT/SGPT                                 2       I
          CKA - NADH OXIDATION/NAD REDUCTION, ALT/SGPT                          2       I
          CKC - VANILLIN PYRUVATE, ALT/SGPT                                     2       I
862.1040  ALDOLASE TEST SYSTEM
          CJC - FRUCTOSE-1, 6-DIPHOSPHATE AND NADH (U.V.), ALDOLASE             2       I
          CJT - HYDRAZONE COLORIMETRY, ALDOLASE                                 2       I
862.1060  DELTA-AMINOLEVULINIC ACID TEST SYSTEM
          JKL - ACID, DELTA-AMINOLEVULINIC, ION-EXCHANGE COLUMNS WITH

COLORIMETRY         2       I
862.1065  AMMONIA TEST SYSTEM
          JIG - ELECTRODE, ION-SPECIFIC METHOD, AMMONIA                         2       I
          JIF - ENZYMATIC METHOD, AMMONIA                                       2       I
          JIE - METHOD, ION-EXCHANGE, AMMONIA                                   2       I
          JID - PHOTOMETRIC METHOD, AMMONIA                                     2       I
862.1075  ANDROSTENEDIONE TEST SYSTEM
          CIZ - RADIOIMMUNOASSAY, ANDROSTENEDIONE                               2       I
862.1080  ANDROSTERONE TEST SYSTEM
          CIY - RADIOIMMUNOASSAY, ANDROSTERONE                                  2       I
862.1095  ASCORBIC ACID TEST SYSTEM
          JMA - ACID, ASCORBIC, 2,4-DINITROPHENYLHYDRAZINE (SPECTROPHOTOMETRIC) 2       I
862.1113  BILIRUBIN (TOTAL AND UNBOUND) IN THE NEONATE TEST SYSTEM
          MQM - BILIRUBIN (TOTAL AND UNBOUND) IN THE NEONATE TEST SYSTEM        2       I
862.1115  URINARY BILIRUBIN AND ITS CONJUGATES (NONQUANTITATIVE) TEST SYSTEM
          JJB - AZO-DYES, COLORIMETRIC, BILIRUBIN & ITS CONJUGATES (URINARY,    2       I
862.1130  BLOOD VOLUME TEST SYSTEM
          JKP - CHROMIUM-51, BLOOD VOLUME                                       2       I
862.1135  C-PEPTIDES OF PROINSULIN TEST SYSTEM
          JKD - RADIOIMMUNOASSAY, C-PEPTIDES OF PROINSULIN                      2       I
862.1165  CATECHOLAMINES (TOTAL) TEST SYSTEM
          CHQ - CHROMATOGRAPHIC/FLUOROMETRIC METHOD, CATECHOLAMINES             2       I
          CHT - ELECTROPHORETIC METHOD, CATECHOLAMINES                          2       I
862.1175  CHOLESTEROL (TOTAL) TEST SYSTEM
          CHD - ACID, FERRIC ION-SULFURIC, CHOLESTEROL                          2       I
          CHH - ENZYMATIC ESTERASE--OXIDASE, CHOLESTEROL                        2       I
          CGO - LIEBERMAN-BURCHARD/ABELL-KENDALL, COLORIMETRIC, CHOLESTEROL     2       I
862.1180  CHYMOTRYPSIN TEST SYSTEM
          JKW - N-ACETYL-L-TYROSINE ETHYL ESTER (U.V.), CHYMOTRYPSIN            2       I
          JKX - N-BENZOYL-L-TYROSINE ETHYL ESTER (U.V.), CHYMOTRYPSIN           2       I
862.1185  COMPOUND S (11-DEOXYCORTISOL) TEST SYSTEM
          JKB - RADIOIMMUNOASSAY, COMPOUND S (11-DEOXYCORTISOL)                 2       I
862.1195  CORTICOIDS TEST SYSTEM
          CHE - RADIOIMMUNOASSAY, CORTICOIDS                                    2       I
862.1200  CORTICOSTERONE TEST SYSTEM
          CHA - RADIOIMMUNOASSAY, CORTICOSTERONE                                2       I
862.1240  CYSTINE TEST SYSTEM
          JLD - CHROMATOGRAPHIC, CYSTINE                                        2       I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW
SORTED BY PANEL AND REGULATION  27-MAR-96

CLINICAL CHEMISTRY PANEL  PAGE 3

SECTION    - REGULATION NAME
  NO      PRODUCT CODE - DEVICE NAME                                           TIER    CLASS 
=======   =================================================================== ======  =======

          JLC - NITROPRUSSIDE REACTION (QUALITATIVE, URINE), CYSTINE            2       I
862.1245  DEHYDROEPIANDROSTERONE (FREE AND SULFATE) TEST SYSTEM
          JKC - RADIOIMMUNOASSAY, DEHYDROEPIANDROSTERONE (FREE AND SULFATE)     2       I
862.1250  DESOXYCORTICOSTERONE TEST SYSTEM
          JLE - RADIOIMMUNOASSAY, DESOXYCORTICOSTERONE                          2       I
862.1260  ESTRADIOL TEST SYSTEM
          CHP - RADIOIMMUNOASSAY, ESTRADIOL                                     2       I
862.1265  ESTRIOL TEST SYSTEM
          CGI - RADIOIMMUNOASSAY, ESTRIOL                                       2       I
862.1270  ESTROGENS (TOTAL, IN PREGNANCY) TEST SYSTEM
          CHM - RADIOIMMUNOASSAY, TOTAL ESTROGENS IN PREGNANCY                  2       I
862.1275  ESTROGENS (TOTAL, NONPREGNANCY) TEST SYSTEM
          JMD - RADIOIMMUNOASSAY, TOTAL ESTROGENS, NONPREGNANCY                 2       I
862.1280  ESTRONE TEST SYSTEM
          CGF - RADIOIMMUNOASSAY, ESTRONE                                       2       I
862.1285  ETIOCHOLANOLONE TEST SYSTEM
          JLF - RADIOIMMUNOASSAY, ETIOCHOLANOLONE                               2       I
862.1300  FOLLICLE-STIMULATING HORMONE TEST SYSTEM
          CGJ - RADIOIMMUNOASSAY, FOLLICLE-STIMULATING HORMONE                  2       I
862.1310  GALACTOSE TEST SYSTEM
          JIC - COLORIMETRIC METHOD, GALACTOSE                                  2       I
          JIA - ENZYMATIC METHODS, GALACTOSE                                    2       I
          JIB - U.V. METHOD, GALACTOSE                                          2       I
862.1325  GASTRIN TEST SYSTEM
          CGC - RADIOIMMUNOASSAY, GASTRIN                                       2       I
862.1330  GLOBULIN TEST SYSTEM
          CGH - ELECTROPHORETIC, GLOBULIN                                       2       I
          JGD - NEPHELOMETRIC METHOD, GLOBULIN                                  2       I
          JGC - TRYPTOPHAN MEASUREMENT (COLORIMETRIC), GLOBULIN                 2       I
          JGE - TURBIDIMETRIC METHOD, GLOBULIN                                  2       I
862.1335  GLUCAGON TEST SYSTEM
          JME - RADIOIMMUNOASSAY, GLUCAGON                                      2       I
862.1360  GAMMA-GLUTAMYL TRANSPEPTIDASE AND ISOENZYMES TEST SYSTEM
          JPZ - COLORIMETRIC METHOD, GAMMA-GLUTAMYL TRANSPEPTIDASE              2       I
          JQA - ELECTROPHORETIC, GAMMA-GLUTAMYL TRANSPEPTIDASE ISOENZYMES       2       I
          JQB - KINETIC METHOD, GAMMA-GLUTAMYL TRANSPEPTIDASE                   2       I
862.1370  HUMAN GROWTH HORMONE TEST SYSTEM
          CFL - RADIOIMMUNOASSAY, HUMAN GROWTH HORMONE                          2       I
862.1375  HISTIDINE TEST SYSTEM
          JMI - CHROMATOGRAPHIC, HISTIDINE                                      2       I
          JMJ - MICROBIOLOGICAL, HISTIDINE                                      2       I
862.1385  17-HYDROXYCORTICOSTEROIDS (17-KETOGENIC STEROIDS) TEST SYSTEM

   CDG - CHROMATOGRAPHY SEPARATION/ZIMMERMAN 17-KETOGENIC STEROIDS        2       I
          JHD - FLUOROMETRIC METHOD, 17-HYDROXYCORTICOSTEROIDS                   2       I
          CDB - PORTER SILBER HYDRAZONE, 17-HYDROXYCORTICOSTEROIDS               2       I
          JHE - RADIOASSAY, 17-HYDROXYCORTICOSTEROIDS                            2       I
          CCZ - ZIMMERMAN/NORYMBERSKI, 17-KETOGENIC STEROIDS                     2       I
862.1390  5-HYDROXYINDOLE ACETIC ACID/SEROTONIN TEST SYSTEM
          CDA - ACID, NITROUS AND NITROSONAPHTHOL, 5-HYDROXYINDOLE ACETIC      2       I
862.1395  17-HYDROXYPROGESTERONE TEST SYSTEM
          JLX - RADIOIMMUNOASSAY, 17-HYDROXYPROGESTERONE                       2       I
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862.1400  HYDROXYPROLINE TEST SYSTEM
          JMM - COLUMN CHROMATOGRAPHY & COLOR DEVELOPMENT, HYDROXYPROLINE      2       I
          JMN - EXTRACTION PLUS CHROMATOGRAPHY WITH COLOR BY NINHYDRIN, 

HYDROXYPROLINE                2       I
862.1405  IMMUNOREACTIVE INSULIN TEST SYSTEM
          CFP - RADIOIMMUNOASSAY, IMMUNOREACTIVE INSULIN                       2       I
862.1410  IRON (NON-HEME) TEST SYSTEM
          JIZ - ATOMIC ABSORPTION, IRON (NON-HEME)                              2       I
          CFM - BATHOPHENANTHROLINE, COLORIMETRY, IRON (NON-HEME)               2       I
          JIY - PHOTOMETRIC METHOD, IRON (NON-HEME)                             2       I
          JJA - RADIO-LABELED IRON METHOD, IRON (NON-HEME)                      2       I
862.1415  IRON-BINDING CAPACITY TEST BINDING
          JQF - BATHOPHENANTHROLINE, IRON BINDING CAPACITY                      2       I
          JMO - FERROZINE (COLORIMETRIC) IRON BINDING CAPACITY                  2       I
          JQG - RADIOMETRIC, FE59, IRON BINDING CAPACITY                        2       I
          JQE - RESIN, ION-EXCHANGE, ASCORBIC ACID, COLORIMETRY, IRON BINDING

CAPACITY                 2       I
          JQD - RESIN, ION-EXCHANGE, THIOGLYCOLIC ACID, COLORIMETRY, IRON

BINDING                  2       I
862.1430  17-KETOSTEROIDS TEST SYSTEM
          CDE - CHROMATOGRAPHIC SEPARATION/ZIMMERMAN, 17-KETOSTEROIDS           2       I
          CCY - ZIMMERMAN (SPECTROPHOTOMETRIC), 17-KETOSTEROIDS                 2       I
862.1435  URINARY KETONES (NONQUANTITATIVE) TEST SYSTEM
          JIN - NITROPRUSSIDE, KETONES (URINARY, NON-QUANT.)                    2       I
862.1450  LACTIC ACID TEST SYSTEM
          KHP - ACID, LACTIC, ENZYMATIC METHOD                                  2       I
862.1460  LEUCINE AMINOPEPTIDASE TEST SYSTEM
          JGG - L-LEUCINE-4-NITROANILIDE (COLORIMETRIC), LEUCINE ARYLAMIDASE    2       I
          CDC - L-LEUCYL B-NAPHTHYLAMIDE, LEUCINE AMINOPEPTIDASE                2       I
862.1465  LIPASE TEST SYSTEM
          CHI - LIPASE-ESTERASE, ENZYMATIC, PHOTOMETRIC, LIPASE                 2       I
          CFG - OIL EMULSION/THYMOLPHTHALEIN (TITRIMETRIC), LIPASE              2       I
          CET - OLIVE OIL EMULSION (TURBIDIMETRIC), LIPASE                      2       I
862.1475  LIPOPROTEIN TEST SYSTEM
          JHM - COLORIMETRIC METHOD, LIPOPROTEINS                               2       I
          JHO - ELECTROPHORETIC SEPARATION, LIPOPROTEINS                        2       I
          JHL - MICRODENSITOMETRY METHOD, LIPOPROTEINS                          2       I
          JHQ - NEPHELOMETRIC METHOD, LIPOPROTEINS                              2       I
          JHP - RADIAL IMMUNODIFFUSION, LIPOPROTEINS                            2       I
          JHN - TURBIDIMETRIC METHOD, LIPOPROTEINS                              2       I
862.1485  LUTEINIZING HORMONE TEST SYSTEM
          CEP - RADIOIMMUNOASSAY, LUTEINIZING HORMONE                           2       I
862.1495  MAGNESIUM TEST SYSTEM
          JGI - ATOMIC ABSORPTION, MAGNESIUM                                    2       I
          CFA - ELECTRODE, ION SPECIFIC, MAGNESIUM                              2       I
          JGJ - PHOTOMETRIC METHOD, MAGNESIUM                                   2       I
          CFO - TITRIMETRIC, MAGNESIUM                                          2       I
862.1500  MALIC DEHYDROGENASE TEST SYSTEM
          JMS - ACID, OXALACETIC AND NADH OXIDATION (U.V.), MALIC

DEHYDROGENASE                          2       I
862.1505  MUCOPOLYSACCHARIDES TEST SYSTEM
          JQN - COLORIMETRIC, MUCOPOLYSACCHARIDES                               2       I
862.1510  URINARY NITRITE (NONQUANTITATIVE) TEST SYSTEM
          JMT - DIAZO (COLORIMETRIC), NITRITE (URINARY, NON-QUANT)              2       I
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862.1520  5'-NUCLEOTIDASE TEST SYSTEM
          CED - 5-AMP-PHOSPHATE RELEASE (COLORIMETRIC TEST), 5'-NUCLEOTIDASE    2       I
862.1530  PLASMA ONCOMETRY TEST SYSTEM
          JNX - MEMBRANE OSMOMETRY, PLASMA ONCOMETRY                            2       I
862.1535  ORNITHINE CARBAMYL TRANSFERASE TEST SYSTEM
          JMY - CITRULLINE, ARSENATE, NESSLER (COLORIMETRY), ORNITHINE

CARBAMYL                 2       I
862.1540  OSMOLALITY TEST SYSTEM
          JMZ - COMPARISON OF FREEZING POINTS & STDS. OF KNOWN

OSMOTIC PRESSURE,                 2       I
          JNA - VAPOR PRESSURE, OSMOLALITY OF SERUM & URINE                      2       I
862.1542  OXALATE TEST SYSTEM
          LPW - SYSTEM, TEST, OXALATE                                            2       I
862.1550  URINARY PH (NONQUANTITATIVE) TEST SYSTEM
          CEN - DYE-INDICATOR, PH (URINARY, NON-QUANT.)                          2       I
862.1560  URINARY PHENYLKETONES (NONQUANTITATIVE) TEST SYSTEM
          CES - CHROMOGENESIS, PHENYLKETONES (URINARY, NON-QUANT.)               2       I
          JGK - FERRIC CHLORIDE, PHENYLKETONES (URINARY, NON-QUANT.)             2       I
862.1570  PHOSPHOHEXOSE ISOMERASE TEST SYSTEM
          JNE - GLUCOSE-6-PHOSPHATE (COLORIMETRIC), PHOSPHOHEXOSE ISOMERASE      2       I
          KLJ - NAD REDUCTION (U.V.), PHOSPHOHEXOSE ISOMERASE                    2       I
862.1580  PHOSPHORUS (INORGANIC) TEST SYSTEM
          CEO - PHOSPHOMOLYBDATE (COLORIMETRIC), INORGANIC PHOSPHORUS            2       I
862.1590  PORPHOBILINOGEN TEST SYSTEM
          JNF - ION-EXCHANGE RESIN, EHRLICH'S REAGENT, PORPHOBILINOGEN           2       I
862.1595  PORPHYRINS TEST SYSTEM
          JKJ - FLUOROMETRIC MEASUREMENT, PORPHYRINS                             2       I
862.1605  PREGNANEDIOL TEST SYSTEM
          JLP - SPECTROPHOTOMETRIC METHOD, PREGNANEDIOL                          2       I
862.1610  PREGNANETRIOL TEST SYSTEM
          JLR - GAS CHROMATOGRAPHY, PREGNANETRIOL                                2       I
          JLQ - SPECTROPHOTOMETRIC METHOD, PREGNANETRIOL                         2       I
862.1615  PREGNENOLONE TEST SYSTEM
          JNG - RADIOIMMUNOASSAY, PREGNENOLONE                                   2       I
862.1620  PROGESTERONE TEST SYSTEM
          JLS - RADIOIMMUNOASSAY, PROGESTERONE                                   2       I
862.1625  PROLACTIN (LACTOGEN) TEST SYSTEM
          CFT - RADIOIMMUNOASSAY, PROLACTIN (LACTOGEN)                           2       I
862.1630  PROTEIN (FRACTIONATION) TEST SYSTEM
          JQJ - DENSITOMETERIC, PROTEIN FRACTIONATION                            2       I
          CEF - ELECTROPHORETIC, PROTEIN FRACTIONATION                           2       I
          JQK - IMMUNODIFFUSION, PROTEIN FRACTIONATION                           2       I
862.1645  URINARY PROTEIN OR ALBUMIN (NONQUANTITATIVE) TEST SYSTEM
          JIR - INDICATOR METHOD, PROTEIN OR ALBUMIN (URINARY, NON-QUANT.)      2       I
          JIQ - TURBIDIMETRIC METHOD, PROTEIN OR ALBUMIN (URINARY, NON-QUANT.)  2       I
862.1650  PYRUVATE KINASE TEST SYSTEM
          JNJ - PHOSPHOENOL PYRUVATE, ADP, NADH, PYRUVATE KINASE                2       I
862.1655  PYRUVIC ACID TEST SYSTEM
          JLT - ACID, PYRUVIC, ENZYMATIC (U.V.)                                 2       I
862.1660  QUALITY CONTROL MATERIAL (ASSAYED AND UNASSAYED)
          JJS - CONTROLS FOR BLOOD-GASES, (ASSAYED AND UNASSAYED)               2       I
          JJR - ELECTROLYTE CONTROLS (ASSAYED AND UNASSAYED)                    2       I
          JJT - ENZYME CONTROLS (ASSAYED AND UNASSAYED)                         2       I
          JJY - MULTI-ANALYTE CONTROLS, ALL KINDS (ASSAYED AND UNASSAYED)       2       I
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          JJX - SINGLE (SPECIFIED) ANALYTE CONTROLS (ASSAYED AND UNASSAYED)     2       I
          JJW - URINALYSIS CONTROLS (ASSAYED AND UNASSAYED)                     2       I
862.1680  TESTOSTERONE TEST SYSTEM
          CDZ - RADIOIMMUNOASSAY, TESTOSTERONES AND DIHYDROTESTOSTERONE         2       I
862.1705  TRIGLYCERIDES TEST SYSTEM
          JGY - COLORIMETRIC METHOD, TRIGLYCERIDES                              2       I
          JGW - FLUOROMETRIC METHOD, TRIGLYCERIDES                              2       I
          CDT - LIPASE HYDROLYSIS/GLYCEROL KINASE ENZYME, TRIGLYCERIDES         2       I
          CEA - TLC CHROMATOGRAPHIC SEPARATION TRIGLYCERIDES                    2       I
          JGX - TURBIDIMETRIC METHOD, TRIGLYCERIDES                             2       I
862.1725  TRYPSIN TEST SYSTEM
          JNO - N-BENZOYL-L-ARGININE ETHYL ESTER (U.V.), TRYPSIN                2       I
          JNN - P-TOLUENESULPHONYL-L-ARGININE METHYL ESTER (U.V.), TRYPSIN      2       I
862.1730  FREE TYROSINE TEST SYSTEM
          CDR - 1-NITROSO-2-NAPHTHOL (FLUOROMETRIC), FREE TYROSINE              2       I
862.1775  URIC ACID TEST SYSTEM
          LFQ - ACID, URIC, ACID REDUCTION OF FERRIC ION                        2       I
          CDH - ACID, URIC, PHOSPHOTUNGSTATE REDUCTION                          2       I
          KNK - ACID, URIC, URICASE (COLORIMETRIC)                              2       I
          JHB - ACID, URIC, URICASE (COLORIMETRIC)                              2       I
          JHA - ACID, URIC, URICASE (GASOMETRIC)                                2       I
          JHC - ACID, URIC, URICASE (OXYGEN RATE)                               2       I
          CDO - ACID, URIC, URICASE (U.V.)                                      2       I
862.1780  URINARY CALCULI (STONES) TEST SYSTEM
          JNP - INFRARED SPECTROSCOPY MEASUREMENT, URINARY CALCULI (STONE)      2       I
          JNQ - QUALITATIVE CHEMICAL REACTIONS, URINARY CALCULI (STONE)         2       I
862.1785  URINARY UROBILINOGEN (NONQUANTITATIVE) TEST SYSTEM
          CDM - DIAZONIUM COLORIMETRY, UROBILINOGEN (URINARY, NON-QUANT.)       2       I
862.1790  UROPORPHYRIN TEST SYSTEM
          JNZ - FLUOROMETRIC, UROPORPHYRIN                                      2       I
          JQL - SPECTROPHOTOMETRIC, UROPORPHYRIN                                2       I
862.1795  VANILMANDELIC ACID TEST SYSTEM
          CDF - ACID, VANILMANDELIC, DIAZO, P-NITROANILINE/VANILLIN             2       I
          CDK - ACID, VANILMANDELIC, ELECTROPHORETIC SEPARATION                 2       I
862.1805  VITAMIN A TEST SYSTEM
          JOA - ACID, TRIFLUOROACETIC, VITAMIN A, HEXANE EXTRACTION              2       I
862.1820  XYLOSE TEST SYSTEM
          JOC - COLORIMETRIC, XYLOSE                                             2       I
          JQM - P-BROMOANILINE, XYLOSE                                           2       I
862.2140  CENTRIFUGAL CHEMISTRY ANALYZER FOR CLINICAL USE
          JJG - ANALYZER, CHEMISTRY, CENTRIFUGAL, FOR CLINICAL USE               2       I
862.2150  CONTINUOUS FLOW SEQUENTIAL MULTIPLE CHEMISTRY ANALYZER FOR

CLINICAL USE
          JJC - ANALYZER, CHEMISTRY (SEQUENTIAL MULTIPLE, CONTINUOUS FLOW)

CLINICAL        2       I
862.2160  DISCRETE PHOTOMETRIC CHEMISTRY ANALYZER FOR CLINICAL USE
          JJE - ANALYZER, CHEMISTRY (PHOTOMETRIC, DISCRETE), FOR CLINICAL USE    2       I
862.2170  MICRO CHEMISTRY ANALYZER FOR CLINICAL USE
          JJF - ANALYZER, CHEMISTRY, MICRO, FOR CLINICAL USE                     2       I
862.2300  COLORIMETER, PHOTOMETER, OR SPECTROPHOTOMETER FOR CLINICAL USE
          JJQ - COLORIMETER, PHOTOMETER, SPECTROPHOTOMETER FOR CLINICAL USE      2       I
862.2400  DENSITOMETER/SCANNER (INTEGRATING, REFLECTANCE, TLC,

RADIOCHROMATOGRAM FOR.) CLI
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          JQT - DENSITOMETER/SCANNER (INTEGRATING, REFLECTANCE, TLC,

RADIOCHROMAT.)         2       I
862.2500  ENZYME ANALYZER FOR CLINICAL USE
          JJI - ANALYZER, ENZYME, FOR CLINICAL USE                                2       I
862.2540  FLAME EMISSION PHOTOMETER FOR CLINICAL USE
          JJO - FLAME EMISSION PHOTOMETER FOR CLINICAL USE                        2       I
862.2560  FLUOROMETER FOR CLINICAL USE
          KHO - FLUOROMETER, FOR CLINICAL USE                                     2       I
862.2680  MICROTITRATOR FOR CLINICAL USE
          JRA - MICROTITRATOR, FOR CLINICAL USE                                   2       I
862.2700  NEPHELOMETER FOR CLINICAL USE
          JQX - NEPHELOMETER, FOR CLINICAL USE                                    2       I
862.2730  OSMOMETER FOR CLINICAL USE
          JJM - OSMOMETER FOR CLINICAL USE                                        2       I
862.2750  PIPETTING AND DILUTING SYSTEM FOR CLINICAL USE
          JQW - STATION, PIPETTING AND DILUTING, FOR CLINICAL USE                 2       I
862.2900  AUTOMATED URINALYSIS SYSTEM
          KQO - AUTOMATED URINALYSIS SYSTEM                                       2       I
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None Eligible
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872.3400  KARAYA AND SODIUM BORATE WITH OR WITHOUT ACACIA DENTURE ADHESIVE
          KOM - ADHESIVE, DENTURE, ACACIA AND KARAYA WITH SODIUM BORATE       1       I
872.3700  DENTAL MERCURY (U.S.P)
          ELY - MERCURY                                                       2       I
872.4200  DENTAL HANDPIECES AND ACCESSORIES
          EBW - CONTROLLER, FOOT, HANDPIECE AND CORD                          2       I
          EFB - HANDPIECE, AIR-POWERED, DENTAL                                2       I
          EFA - HANDPIECE, BELT AND/OR GEAR DRIVEN, DENTAL                    2       I
          EGS - HANDPIECE, CONTRA- AND RIGHT-ANGLE ATTACHMENT, DENTAL         2       I
          EKX - HANDPIECE, DIRECT DRIVE, AC-POWERED                           2       I
          EKY - HANDPIECE, WATER-POWERED                                      2       I
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874.1070  SHORT INCREMENT SENSITIVITY INDEX (SISI) ADAPTER
          ETR - ADAPTOR, SHORT INCREMENT SENSITIVITY INDEX (SISI)              2       I
874.1500  GUSTOMETER
          ETM - GUSTOMETER                                                     2       I
874.1800  AIR OR WATER CALORIC STIMULATOR
          KHH - STIMULATOR, CALORIC-AIR                                        2       I
          ETP - STIMULATOR, CALORIC-WATER                                      2       I
874.1925  TOYNBEE DIAGNOSTIC TUBE
          ETK - TUBE, TOYNBEE DIAGNOSTIC                                       2       I
874.3300  HEARING AID
          ESD - HEARING-AID, AIR-CONDUCTION                                    2       I
          LRB - FACE PLATE HEARING-AID                                         2       I
874.4100  EPISTAXIS BALLOON
          EMX - BALLOON, EPISTAXIS                                             2       I
874.5300  ENT EXAMINATION AND TREATMENT UNIT
          ETF - UNIT, EXAMINING/TREATMENT, ENT                                 2       I
874.5550  POWERED NASAL IRRIGATOR
          KMA - IRRIGATOR, POWERED NASAL                                       2       I
874.5840  ANTISTAMMERING DEVICE
          KTH - DEVICE, ANTI-STAMMERING                                        2       I
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876.5160  UROLOGICAL CLAMPS FOR MALES
          FHA - CLAMP, PENILE                                                    1       I
876.5210  ENEMA KIT
          FCE - KIT, ENEMA, (FOR CLEANING PURPOSE)                               2       I
876.5250  URINE COLLECTOR AND ACCESSORIES
          FAQ - BAG, URINE COLLECTION, LEG, FOR EXTERNAL USE                     1       I
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864.5240  AUTOMATED BLOOD CELL DILUTING APPARATUS
          GKH - APPARATUS, AUTOMATED BLOOD CELL DILUTING                       2       I
864.7040  ADENOSINE TRIPHOSPHATE RELEASE ASSAY
          KHF - ADENINE NUCLEOTIDE QUANTITATION                                2       I
          JWR - ATP RELEASE (LUMINESCENCE)                                     2       I
864.8950  RUSSEL VIPER VENOM REAGENT
          GIR - REAGENT, RUSSEL VIPER VENOM                                    2       I
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880.5270  NEONATAL EYE PAD
          FOK - PAD, NEONATAL EYE                                               2       I
880.5420  PRESSURE INFUSOR FOR I.V. BAG
          KZD - INFUSOR, PRESSUE, FOR I.V. BAGS                                 2       I
880.5680  PEDIATRIC POSITION HOLDER
          FRP - HOLDER, INFANT POSITION                                         2       I
880.6250  PATIENT EXAMINATION GLOVE
          LZB - FINGER COT                                                      1       I
          FMC - GLOVE, PATIENT EXAMINATION                                      1       I
          LYY - GLOVE, PATIENT EXAMINATION, LATEX                               1       I
          LZA - GLOVE, PATIENT EXAMINATION, POLY                                1       I
          LZC - GLOVE, PATIENT EXAMINATION, SPECIALTY                           1       I
          LYZ - GLOVE, PATIENT EXAMINATION, VINYL                               1       I
880.6375  PATIENT LUBRICANT
          KMJ - LUBRICANT, PATIENT                                              2       I
880.6760  PROTECTIVE RESTRAINT
          BRT - RESTRAINT, PATIENT, CONDUCTIVE                                  3       I
          FMQ - RESTRAINT, PROTECTIVE                                           3       I
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866.5060  PREALBUMIN INNUMOLOGICAL TEST SYSTEM
          JZJ - PREALBUMIN, ANTIGEN, ANTISERUM, CONTROL                         2       I
          DDS - PREALBUMIN, FITC, ANTIGEN, ANTISERUM, CONTROL                   2       I
866.5065  HUMAN ALLOTYPIC MARKER IMMUNOLOGICAL TEST SYSTEM
          DHF - D/KM-1, ANTIGEN, ANTISERUM, CONTROL                             2       I
          DGX - NG1M(A), ANTIGEN, ANTISERUM, CONTROL                            2       I
          DHI - NG3M(BO), ANTIGEN, ANTISERUM, CONTROL                           2       I
          DHQ - NG3M(G), ANTIGEN, ANTISERUM, CONTROL                            2       I
          DHY - NG4M(A), ANTIGEN, ANTISERUM, CONTROL                            2       I
866.5160  BETA-GLOBULIN IMMUNOLOGICAL TEST SYSTEM
          DCJ - BETA-GLOBULIN, ANTIGEN, ANTISERUM, CONTROL                      2       I
866.5200  CARBONIC ANHYDRASE B AND C IMMUNOLOGICAL TEST SYSTEM
          DDH - CARBONIC ANHYDRASE B, ANTIGEN, ANTISERUM, CONTROL               2       I
          DDE - CARBONIC ANHYDRASE C, ANTIGEN, ANTISERUM, CONTROL               2       I
          KTK - REAGENT, IMMUNOASSAY, CARBONIC ANHYDRASE B AND C                2       I
866.5330  FACTOR XIII A, S IMMUNOLOGICAL TEST SYSTEM
          DBT - FACTOR XIII A, S, ANTIGEN, ANTISERUM, CONTROL                   2       I
866.5400  ALPHA-GLOBULIN IMMUNOLOGICAL TEST SYSTEM
          MGA - ALPHA-1 MICROGLOBULIN, ANTIGEN, ANTISERUM, CONTROL              2       I
          DCO - ALPHA-GLOBULIN, ANTIGEN, ANTISERUM, CONTROL                     2       I
866.5420  ALPHA-1-GLYCOPROTEINS IMMUNOLOGICAL TEST SYSTEM
          LKL - ALPHA-1-ACID-GLYCOPROTEIN, ANTIGEN, ANTISERUM, CONTROL          2       I
          DEX - ALPHA-1-B-GLYCOPROTEIN, ANTIGEN, ANTISERUM, CONTROL             2       I
          DEN - ALPHA-1-T-GLYCOPROTEIN, ANTIGEN, ANTISERUM, CONTROL             2       I
866.5425  ALPHA-2-GLYCOPROTEINS IMMUNOLOGICAL TEST SYSTEM
          DBC - ALPHA 2, 2N-GLYCOPROTEIN, ANTIGEN, ANTISERUM, CONTROL           2       I
          DAW - ALPHA-2-AP-GLYCOPROTEIN, ANTIGEN, ANTISERUM, CONTROL            2       I
          DEJ - ALPHA-2-GLYCOPROTEINS, ANTIGEN, ANTISERUM, CONTROL              2       I
          DEF - ALPHA-2-HS-GLYCOPROTEIN, ANTIGEN, ANTISERUM, CONTROL            2       I
866.5430  BETA-2-GLYCOPROTEIN I IMMUNOLOGICAL TEST SYSTEM
          DDN - BETA-2-GLYCOPROTEIN I, ANTIGEN, ANTISERUM, CONTROL              2       I
866.5440  BETA-2-GLYCOPROTEIN III IMMUNOLOGICAL TEST SYSTEM
          DDK - BETA-2-GLYCOPROTEIN III, ANTIGEN, ANTISERUM, CONTROL            2       I
866.5560  LACTIC DEHYDROGENASE IMMUNOLOGICAL TEST SYSTEM
          DET - LACTIC DEHYDROGENASE, ANTIGEN, ANTISERUM, CONTROL               2       I
866.5570  LACTOFERRIN IMMUNOLOGICAL TEST SYSTEM
          DEG - LACTOFERRIN, ANTIGEN, ANTISERUM, CONTROL                        2       I
866.5590  LIPOPROTEIN X IMMUNOLOGICAL TEST SYSTEM
          DEL - LIPOPROTEIN X, ANTIGEN, ANTISERUM, CONTROL                      2       I
866.5715  PLASMINOGEN IMMUNOLOGICAL TEST SYSTEM
          DDX - PLASMINOGEN, ANTIGEN, ANTISERUM, CONTROL                        2       I
866.5735  PROTHROMBIN IMMUNOLOGICAL TEST SYSTEM
          DDF - PROTHROMBIN, ANTIGEN, ANTISERUM, CONTROL                        2       I
866.5765  RETINOL-BINDING PROTEIN IMMUNOLOGICAL TEST SYSTEM
          CZS - RETINOL-BINDING PROTEIN, ANTIGEN, ANTISERUM, CONTROL            2       I
866.5890  INTER-ALPHA TRYPSIN INHIBITOR IMMUNOLOGICAL TEST SYSTEM
          CZO - INTER-ALPHA TRYPSIN INHIBITOR, ANTIGEN, ANTISERUM, CONTROL      2       I
          DEC - INTER-ALPHA TRYPSIN INHIBITOR, FITC, ANTIGEN, ANTISERUM,

CONTROL                 2       I
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862.1660  QUALITY CONTROL MATERIAL (ASSAYED AND UNASSAYED)
          MKA - KIT, DIRECT ANTIGEN, NEGATIVE CONTROL                           2       I
          MJZ - KIT, DIRECT ANTIGEN, POSITIVE CONTROL                           2       I
          MJY - KIT, SEROLOGICAL, NEGATIVE CONTROL                              2       I
          MJX - KIT, SEROLOGICAL, POSITIVE CONTROL                              2       I
866.2390  TRANSPORT CULTURE MEDIUM
          JSL - CULTURE MEDIA, ANAEROBIC TRANSPORT                              2       I
          JSM - CULTURE MEDIA, NON-PROPAGATING TRANSPORT                        2       I
          JSN - CULTURE MEDIA, PROPAGATING TRANSPORT                            2       I
866.2660  MICROORGANISM DIFFERENTIATION AND IDENTIFICATION DEVICE
          MCB - ANTIGEN, C. DIFFICILE                                           2       I
          LIB - DEVICE, GENERAL PURPOSE, MICROBIOLOGY, DIAGNOSTIC               2       I
          JTO - DISCS, STRIPS AND REAGENTS, MICROORGANISM DIFFERENTIATION       2       I
          MJM - DNA PROBE, GARDNERELLA VAGINALIS                                2       I
          MJK - DNA PROBE, TRICHOMONAS VAGINALIS                                2       I
          MLA - DNA PROBE, YEAST                                                2       I
          LQM - GRAM NEGATIVE IDENTIFICATION PANEL                              2       I
          LQL - GRAM POSITIVE IDENTIFICATION PANEL                              2       I
          LRH - INSTRUMENT FOR AUTO READER OF OVERNIGHT MICROORGANISM

IDENTIFICATION       2       I
          JSP - KIT, ANAEROBIC IDENTIFICATION                                   2       I
          JST - KIT, FASTIDIOUS ORGANISMS                                       2       I
          JSR - KIT, IDENTIFICATION, DERMATOPHYTE                               2       I
          JSS - KIT, IDENTIFICATION, ENTEROBACTERIACEAE                         2       I
          JSW - KIT, IDENTIFICATION, GLUCOSE NONFERMENTER                       2       I
          JSY - KIT, IDENTIFICATION, MYCOBACTERIA                               2       I
          JSZ - KIT, IDENTIFICATION, PSEUDOMONAS                                2       I
          JXB - KIT, IDENTIFICATION, YEAST                                      2       I
          JWX - KIT, SCREENING, STAPHYLOCOCCUS AUREUS                           2       I
          JWZ - KIT, SCREENING, TRICHOMONAS                                     2       I
          JXA - KIT, SCREENING, URINE                                           2       I
          JXC - KIT, SCREENING, YEAST                                           2       I
          LJG - QUALITY CONTROL SLIDES                                          2       I
          LLH - REAGENTS, CLOSTRIDIUM DIFFICILE TOXIN                           2       I
866.2850  AUTOMATED ZONE READER
          KZK - READER, ZONE, AUTOMATED                                         2       I
866.2900  MICROBIOLOGICAL SPECIMEN COLLECTION AND TRANSPORT DEVICE
          LKS - DEVICE, PARASITE CONCENTRATION                                  2       I
          LIO - DEVICE, SPECIMEN COLLECTION                                     2       I
          JTW - SYSTEM, TRANSPORT, AEROBIC                                      2       I
          JTX - TRANSPORT SYSTEMS, ANAEROBIC                                    2       I
866.3040  ASPERGILLUS SPP. SEROLOGICAL REAGENTS
          JWT - ANTIGEN, CF, ASPERGILLUS SPP.                                   2       I
          KFG - ANTISERUM, POSITIVE CONTROL, ASPERGILLUS SPP.                   2       I
866.3110  CAMPYLOBACTER FETUS SEROLOGICAL REAGENTS
          GSP - ANTISERUM, FLUORESCENT, CAMPYLOBACTER FETUS                     2       I
          LYR - CAMPYLOBACTER PYLORI                                            2       I
          LQP - CAMPYLOBACTER SPP.                                              2       I
          LQO - DNA-REAGENTS, CAMPYLOBACTER SPP.                               2       I
866.3120  CHLAMYDIA SEROLOGICAL REAGENTS
          GPW - ANTIGEN, CF, PSITTACOSIS (CHLAMYDIA GROUP)                     2       I
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          LKI - ANTISERA, FLUORESCENT, CHLAMYDIA SPP.                          2       I
          LKH - ANTISERA, IMMUNOPEROXIDASE, CHLAMYDIA SPP.                     2       I
          GPT - ANTISERUM, CF, PSITTACOSIS (CHLAMYDIA GROUP)                   2       I
          LJP - ANTISERUM, FLUORESCENT, CHLAMYDIA TRACHOMATIS                  2       I
          MGM - C. TRACHOMATIS (CHLAMYDIA GROUP)                               2       I
          MKZ - DNA PROBE, NUCLEIC ACID AMPLIFICATION, CHLAMYDIA               3       I
          LSK - DNA-REAGENTS, CHLAMYDIA                                        2       I
          LJC - ENZYME LINKED IMMUNOABSORBENT ASSAY, (CHLAMYDIAE GROUP)        2       I
866.3140  CORYNEBACTERIUM SPP. SEROLOGICAL REAGENTS
          KLH - ANTISERA, C. ACNES                                             2       I
          GOP - ANTISERA, C. ACNES (553, 605)                                  2       I
          GOS - ANTISERUM, FLUORESCENT, C. DIPHTHERIAE                         2       I
          KFI - STRIP, VIRULENCE, CORYNEBACTERIUM DIPHTHERIAE                  2       I
866.3145  COXSACKIEVIRUS SEROLOGICAL REAGENTS
          GNG - ANTIGENS, CF (INCLUDING CF CONTROL), COXSACKIEVIRUS

A 1-24, B 1-6                2       I
          GNO - ANTISERA, CF, COXSACKIEVIRUS A 1-24, B 1-6                     2       I
          GNM - ANTISERA, FLUORESCENT, COXSACKIEVIRUS A 1-24, B 1-6            2       I
          GNN - ANTISERA, NEUTRALIZATION, COXSACKIEVIRUS A 1-24, B 1-6         2       I
866.3200  ECHINOCOCCUS SPP. SEROLOGICAL REAGENTS
          GPF - ANTIGEN, AGGLUTINATING, ECHINOCOCCUS SPP.                      2       I
          GPD - ANTIGEN, INDIRECT FLUORESCENT ANTIBODY TEST, ECHINOCOCCUS

GRANULOSUS      2       I
          GPE - ANTISERA, POSITIVE CONTROL, ECHINOCOCCUS SPP.                  2       I
          MDJ - REAGENTS, CYSTICERCOSIS                                        2       I
866.3235  EPSTEIN-BARR VIRUS SEROLOGICAL REAGENTS
          LJN - ANTIBODY IGM, IF, EPSTEIN-BARR VIRUS                           2       I
          GNQ - ANTIGEN, CF (INCLUDING CF CONTROL), EPSTEIN-BARR VIRUS         2       I
          MCD - ANTIGEN, EBV, CAPSID                                           2       I
          GNP - ANTISERUM, CF, EPSTEIN-BARR VIRUS                              2       I
          JRY - ANTISERUM, FLUORESCENT, EPSTEIN-BARR VIRUS                     2       I
          LSF - DNA-REAGENTS, EPSTEIN-BARR VIRUS                               2       I
          LLM - EPSTEIN-BARR VIRUS NUCLEAR ANTIGEN TEST                        2       I
          LSE - EPSTEIN-BARR VIRUS, OTHER                                      2       I
866.3240  EQUINE ENCEPHALEMYELITIS VIRUS SEROLOGICAL REAGENTS
          GQD - ANTIGENS, CF (INCLUDING CF CONTROL), EQUINE ENCEPHALITIS

VIRUS, EEE,                2       I
          GQC - ANTISERA, CF, EQUINE ENCEPHALITIS VIRUS, EEE, WEE              2       I
866.3355  LISTERIA SPP. SEROLOGICAL REAGENTS
          GSI - ANTIGENS, SLIDE AND TUBE, ALL TYPES, LISTERIA MONOCYTOGENES    2       I
          GSH - ANTISERA, ALL TYPES, LISTERIA MONOCYTOGENES                    2       I
          GSG - ANTISERA, FLUORESCENT, ALL TYPES, LISTERIA MONOCYTOGENES       2       I
          MCG - DNA-PROBE, AGENT, LISTERIA                                     2       I
866.3360  LYMPHOCYTIC CHORIOMENINGITIS VIRUS SEROLOGICAL REAGENTS
          GQK - ANTIGEN, CF, LYMPHOCYTIC CHORIOMENINGITIS VIRUS                2       I
          GQJ - ANTISERUM, CF, LYMPHOCYTIC CHORIOMENINGITIS VIRUS              2       I
866.3370  MYCOBACTERIUM TUBERCULOSIS IMMUNOFLUORESCENT REAGENTS
          GRT - ANTISERUM, FLUORESCENT, MYCOBACTERIUM TUBERCULOSIS             2       I
          LQF - DNA-REAGENTS, MYCOBACTERIUM SPP.                               2       I
866.3375  MYCOPLASMA SPP. SEROLOGICAL REAGENTS
          GSB - ANTIGENS, CF, ALL, MYCOPLASMA SPP.                             2       I
          GSA - ANTISERA, ALL MYCOPLASMA SPP.                                  2       I
          GRZ - ANTISERA, FLUORESCENT, ALL, MYCOPLASMA SPP.                    2       I
          LQG - DNA-REAGENTS, MYCOPLASMA SPP.                                  2       I
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          LJZ - ENZYME LINKED IMMUNOABSORBENT ASSAY, MYCOPLASMA SPP.           2       I
866.3380  MUMPS VIRUS SEROLOGICAL REAGENTS
          GRC - ANTIGEN, CF (INCLUDING CF CONTROL), MUMPS VIRUS                2       I
          GQY - ANTIGEN, HA (INCLUDING HA CONTROL), MUMPS VIRUS                2       I
          GRB - ANTISERUM, CF, MUMPS VIRUS                                     2       I
          GRA - ANTISERUM, FLUORESCENT, MUMPS VIRUS                            2       I
          GRD - ANTISERUM, HAI, MUMPS VIRUS                                    2       I
          GQZ - ANTISERUM, NEUTRALIZATION, MUMPS VIRUS                         2       I
          LJY - ENZYME LINKED IMMUNOABSORBENT ASSAY, MUMPS VIRUS               2       I
866.3405  POLIOVIRUS SEROLOGICAL REAGENTS
          GOH - ANTIGENS, CF (INCLUDING CF CONTROL), POLIOVIRUS 1-3            2       I
          GOG - ANTISERA, CF, POLIOVIRUS 1-3                                   2       I
          GOE - ANTISERA, FLUORESCENT, POLIOVIRUS 1-3                          2       I
          GOF - ANTISERA, NEUTRALIZATION, POLIOVIRUS 1-3                       2       I
          LIQ - ENZYME LINKED IMMUNOABSORBENT ASSAY, ROTAVIRUS                 2       I
866.3480  RESPIRATORY SYNCYTIAL VIRUS SEROLOGICAL REAGENTS
          GQG - ANTIGEN, CF (and CF CONTROLS), RESPIRATORY SYNCYTIAL VIRUS     2       I
          GQF - ANTISERUM, NEUTRALIZATION, RESPIRATORY SYNCYTIAL VIRUS         2       I
          MCE - RESPIRATORY SYNCYTIAL VIRUS - ELISA                            2       I
          LKT - RESPIRATORY SYNCYTIAL VIRUS, ANTIGEN, ANTIBODY, IFA            2       I
866.3500  RICKETTSIA SEROLOGICAL REAGENTS
          GPS - ANTIGEN, CF, Q FEVER                                           2       I
          GPQ - ANTIGEN, CF, SPOTTED FEVER GROUP                               2       I
          GPO - ANTIGEN, CF, TYPHUS FEVER GROUP                                2       I
          GPR - ANTISERUM, CF, Q FEVER                                         2       I
          GPJ - ANTISERUM, FLUORESCENT, Q FEVER                                2       I
          GPM - ANTISERUM, MURINE TYPHUS FEVER                                 2       I
          GPK - ANTISERUM, RICKETTSIALPOX                                      2       I
          GPP - ANTISERUM, ROCKY MOUNTAIN SPOTTED FEVER                        2       I
          GPN - ANTISERUM, TYPHUS FEVER                                        2       I
          LSQ - REAGENT, RICKETTSIA SEROLOGICAL                                2       I
866.3600  SCHISTOSOMA SPP. SEROLOGICAL REAGENTS
          GNH - ANTIGEN, FLUORESCENT ANTIBODY TEST, SCHISTOSOMA MANSONI        2       I
866.3680  SPOROTHRIX SCHENCKII SEROLOGICAL REAGENTS
          GMA - ANTISERA, FLUORESCENT, SPOROTHRIX SCHENEKII                    2       I
866.3740  STREPTOCOCCUS SPP. SEROLOGICAL REAGENTS
          GTY - ANTIGENS, ALL GROUPS, STREPTOCOCCUS SPP.                       2       I
          GTZ - ANTISERA, ALL GROUPS, STREPTOCOCCUS SPP.                       2       I
          GWC - ANTISERA, ALL TYPES, STREPTOCOCCUS PNEUMONIAE                  2       I
          GTX - ANTISERA, FLUORESCENT, ALL GROUPS, STREPTOCOCCUS SPP.          2       I
          GWB - ANTISERA, FLUORESCENT, ALL TYPES, STREPTOCOCCUS PNEUMONIAE     2       I
          MDK - DNA-PROBE, REAGENTS, STREPTOCOCCAL                             2       I
          MCT - DNA-PROBE, STREP PNEUMONIAE                                    2       I
866.3850  TRICHINELLA SPIRALIS SEROLOGICAL REAGENTS
          GPI - ANTIGEN, BENTONITE FLOCCULATION, TRICHINELLA SPIRALIS          2       I
          GPG - ANTIGEN, LATEX AGGLUTINATION, TRICHINELLA SPIRALIS             2       I
          GPH - ANTISERUM, BENTONITE FLOCCULATION, TRICHINELLA SPIRALIS        2       I
          MDT - ELISA, TRICHINELLA SPIRALIS                                    2       I
866.3870  TRYPANOSOMA SPP. SEROLOGICAL REAGENTS
          GNF - ANTIGEN, CF, T. CRUZI                                          2       I
          GND - ANTIGEN, IHA, T. CRUZI                                         2       I
          GNE - ANTIGEN, LATEX AGGLUTINATION, T. CRUZI                         2       I
          MIU - ENZYME LINKED IMMUNOSORBENT ASSAY, T. CRUZI                    2       I
          MIV - IMMUNOFLUORESCENT ASSAY, T. CRUZI                              2       I
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882.1030  ATAXIAGRAPH
          GWW - ATAXIAGRAPH                                                     2       I
882.1420  ELECTROENCEPHALOGRAM (EEG) SIGNAL SPECTRUM ANALYZER
          GWS - ANALYZER, SPECTRUM, ELECTROENCEPHALOGRAM SIGNAL                 2       I
882.4060  VENTRICULAR CANNULA
          HCD - CANNULA, VENTRICULAR                                            2       I
882.4545  SHUNT SYSTEM IMPLANTATION INSTRUMENT
          GYK - INSTRUMENT, SHUNT SYSTEM IMPLANTATION                           2       I
882.4650  NEUROSURGICAL SUTURE NEEDLE
          HAS - NEEDLE, NEUROSURGICAL SUTURE                                    2       I
882.4750  SKULL PUNCH
          GXJ - PUNCH, SKULL                                                    2       I
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884.5435  UNSCENTED MENSTRUAL PAD
          HHD - PAD, MENSTRUAL, UNSCENTED                                      1       I
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886.1780  RETINOSCOPE
          HKM - RETINOSCOPE, BATTERY-POWERED                                    1       I
886.1940  TONOMETER STERILIZER
          HKZ - STERILIZER, TONOMETER                                           2       I
886.4070  POWERED CORNEAL BURR
          HQS - BURR, CORNEAL, AC-POWERED                                       2       I
          HOG - BURR, CORNEAL, BATTERY-POWERED                                  2       I
          HRG - ENGINE, TREPHINE, ACCESSORIES, AC-POWERED                       2       I
          HRF - ENGINE, TREPHINE, ACCESSORIES, BATTERY-POWERED                  2       I
          HLD - ENGINE, TREPHINE, ACCESSORIES, GAS-POWERED                      2       I
886.4300  INTRACULAR LENS GUIDE
          KYB - LENS, GUIDE, INTRAOCULAR                                        2       I
886.4370  KERATOME
          HNO - KERATOME, AC-POWERED                                            1       I
          HMY - KERATOME, BATTERY-POWERED                                       1       I
886.5850  SUNGLASSES (NON-PRESCRIPTION)
          HQY - SUNGLASSES (NON-PRESCRIPTION INCLUDING PHOTOSENSITIVE)          1       I
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888.1500  AC-POWERED GONIOMETER
          KQX - GONIOMETER, AC-POWERED                                          1       I
888.4150  CALIPERS FOR CLINICAL USE
          KTZ - CALIPER                                                         1       I
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864.2280  CULTURED ANIMAL AND HUMAN CELLS
          KIR - CELLS, ANIMAL AND HUMAN, CULTURED                              1       I
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890.3850  MECHANICAL WHEELCHAIR
          LBE - STROLLER, ADAPTIVE                                             2       I
          IOR - WHEELCHAIR, MECHANICAL                                         2       I
890.5180  MANUAL PATIENT ROTATION BED
          INY - BED, PATIENT ROTATION, MANUAL                                  2       I
890.5710  HOT OR COLD DISPOSABLE PACK
          IMD - PACK, HOT OR COLD, DISPOSABLE                                  2       I
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892.1100  SCINTILLATION GAMMA CAMERA
          IYX - CAMERA, SCINTILLATION (GAMMA)                                  2       I
892.1110  POSITRON CAMERA
          IZC - CAMERA, POSITRON                                               2       I
892.1300  NUCLEAR RECTILINEAR SCANNER
          IYW - SCANNER, RECTILINEAR, NUCLEAR                                  1       I
892.1320  NUCLEAR UPTAKE PROBE
          IZD - PROBE, UPTAKE, NUCLEAR                                         1       I
892.1330  NUCLEAR WHOLE BODY SCANNER
          JAM - SCANNER, WHOLE BODY, NUCLEAR                                   1       I
892.1410  NUCLEAR ELECTROCARDIOGRAPH SYNCHRONIZER
          IYY - SYNCHRONIZER, ELECTROCARDIOGRAPH, NUCLEAR                      1       I
892.1890  RADIOGRAPHIC-FILM ILLUMINATOR
          IXC - ILLUMINATOR, RADIOGRAPHIC-FILM                                 1       I
          JAG - ILLUMINATOR, RADIOGRAPHIC-FILM, EXPLOSION-PROOF                1       I
892.1910  RADIOGRAPHIC GRID
          IXJ - GRID, RADIOGRAPHIC                                             1       I
892.1960  RADIOGRAPHIC INTENSIFYING SCREEN
          EAM - SCREEN, INTENSIFYING, RADIOGRAPHIC                             2       I
892.1970  RADIOGRAPHIC ECG/RESPIRATOR SYNCHRONIZER
          IXO - SYNCHRONIZER, ECG/RESPIRATOR, RADIOGRAPHIC                     1       I
892.5650  MANUAL RADIONUCLIDE APPLICATOR SYSTEM
          IWJ - SYSTEM, APPLICATOR, RADIONUCLIDE, MANUAL                       2       I
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878.4200  INTRODUCTION/DRAINAGE CATHETER AND ACCESSORIES
          KGZ - ACCESSORIES, CATHETER                                          2       I
          GCE - ADAPTOR, CATHETER                                              2       I
          FGY - CANNULA, INJECTION                                             2       I
          GBA - CATHETER, BALLOON TYPE                                         2       I
          GBZ - CATHETER, CHOLANGIOGRAPHY                                      2       I
          GBQ - CATHETER, CONTINUOUS IRRIGATION                                2       I
          GBY - CATHETER, EUSTACHIAN, GENERAL & PLASTIC SURGERY                2       I
          JCY - CATHETER, INFUSION                                             2       I
          GBX - CATHETER, IRRIGATION                                           2       I
          GBP - CATHETER, MULTIPLE LUMEN                                       2       I
          GBO - CATHETER, NEPHROSTOMY, GENERAL & PLASTIC SURGERY               2       I
          GBN - CATHETER, PEDIATRIC, GENERAL & PLASTIC SURGERY                 2       I
          GBW - CATHETER, PERITONEAL                                           2       I
          GBS - CATHETER, VENTRICULAR, GENERAL & PLASTIC SURGERY               2       I
          GCD - CONNECTOR, CATHETER                                            2       I
          GCC - DILATOR, CATHETER                                              2       I
          GCB - NEEDLE, CATHETER                                               2       I
878.4320  REMOVABLE SKIN CLIP
          FZQ - CLIP, REMOVABLE (SKIN)                                         2       I
878.4460  SURGEON'S GLOVES
          KGO - SURGEON'S GLOVES                                               1       I
878.4680  NONPOWERED, SINGLE PATIENT, PORTABLE SUCTION APPARATUS
          GCY - APPARATUS, SUCTION, SINGLE PATIENT USE, PORTABLE, NONPOWERED   2       I
878.4760  REMOVABLE SKIN STAPLE
          GDT - STAPLE, REMOVABLE (SKIN)                                       2       I
878.4820  AC-POWERED, BATTERY-POWERED, AND PNEUMATICALLY POWERED SURGICAL

INSTRUMENT MOTOR
          GFG - BIT, SURGICAL                                                  2       I
          GFA - BLADE, SAW, GENERAL & PLASTIC SURGERY, SURGICAL                2       I
          DWH - BLADE, SAW, SURGICAL, CARDIOVASCULAR                           2       I
          BTX - BOARD, ARM (WITH COVER)                                        2       I
          GFE - BRUSH, DERMABRASION                                            1       I
          GFF - BUR, SURGICAL, GENERAL & PLASTIC SURGERY                       2       I
          KDG - CHISEL (OSTEOTOME)                                             2       I
          GFD - DERMATOME                                                      2       I
          GFC - DRIVER, SURGICAL, PIN                                          2       I
          GFB - HEAD, SURGICAL, HAMMER                                         2       I
          GEY - MOTOR, SURGICAL INSTRUMENT, AC-POWERED                         2       I
          GET - MOTOR, SURGICAL INSTRUMENT, PNEUMATIC POWERED                  2       I
          DWI - SAW, ELECTRICALLY POWERED                                      2       I
          KFK - SAW, PNEUMATICALLY POWERED                                     2       I
          HAB - SAW, POWERED, AND ACCESSORIES                                  2       I
878.4960  AIR OR AC-POWERED OPERATING TABLE AND AIR OR AC-POWERED

OPERATING CHAIR & ACCESS
          GBB - CHAIR, SURGICAL, AC-POWERED                                    2       I
          FQO - TABLE, OPERATING-ROOM, AC-POWERED                              2       I
          GDC - TABLE, OPERATING-ROOM, ELECTRICAL                              2       I
          FWW - TABLE, OPERATING-ROOM, PNEUMATIC                               2       I
          JEA - TABLE, SURGICAL WITH ORTHOPEDIC ACCESSORIES, AC-POWERED        2       I
880.5090  LIQUID BANDAGE
          KMF - BANDAGE, LIQUID                                                2       I



CDRH CANDIDATE DEVICES (CLASS I) FOR 510(k) THIRD PARTY REVIEW
SORTED BY PANEL AND REGULATION  27-MAR-96

CLINICAL TOXICOLOGY PANEL PAGE 26

SECTION    - REGULATION NAME
  NO      PRODUCT CODE - DEVICE NAME                                         TIER    CLASS 
=======   ================================================================= ======  =======

862.2230  CHROMATOGRAPHIC SEPARATION MATERIAL FOR CLINICAL USE
          DKO - ADSORBENTS, ION-EXCHANGE                                       1       I
          DJY - ION-EXCHANGE CHROMATOGRAPHY                                    1       I
          DMG - PAPERS, ION                                                    1       I
          KEA - RESINS, ION-EXCHANGE                                           1       I
862.2250  GAS LIQUID CHROMATOGRAPHY SYSTEM FOR CLINICAL USE
          JSQ - CHROMATOGRAPHY FOR BACTERIAL IDENTIFICATION                    2       I
          KZQ - CHROMATOGRAPHY(GAS), CLINICAL USE                              2       I
          DLG - COATING, LIQUID, GLC                                           2       I
          DJA - COLUMN SUPPORTS, GLC                                           2       I
          DII - COLUMNS, GLC                                                   2       I
          DMS - GASES, GLC                                                     2       I
862.2260  HIGH PRESSURE LIQUID CHROMATOGRAPHY SYSTEM FOR CLINICAL USE
          KIE - APPARATUS, HIGH PRESSURE LIQUID CHROMATOGRAPHY                 2       I
          KZR - CHROMATOGRAPHY (LIQUID, GEL), CLINICAL USE                     2       I
          DPM - COLUMNS, LIQUID CHROMATOGRAPHY                                 2       I
          LEQ - DETECTORS, ELECTROCHEMICAL, LIQUID CHROMATOGRAPH               2       I
          LDM - INSTRUMENTATION, HIGH PRESSURE LIQUID CHROMATOGRAPHY           2       I
          DMZ - LIQUID CHROMATOGRAPHY, ADSORBENT                               2       I
          DNH - RESINS, ION-EXCHANGE, LIQUID CHROMATOGRAPHY                    2       I
862.2270  THIN-LAYER CHROMATOGRAPHY SYSTEM FOR CLINICAL USE
          DPA - APPARATUS, GENERAL USE, THIN LAYER CHROMATOGRAPHY              1       I
          DLC - ATOMIZER, TLC                                                  1       I
          KZS - CHROMATOGRAPHY (THIN LAYER), CLINICAL USE                      1       I
          DKY - INDICATOR, ALUMINA FLUORESCENT, TLC                            1       I
          DJO - INDICATOR, CELLULOSE FLUORESCENT, TLC                          1       I
          DLO - INDICATOR, SILICA GEL FLUORESCENT, TLC                         1       I
          DLY - PLATE, ALUMINA, TLC                                            1       I
          DKG - PLATE, CELLULOSE, TLC                                          1       I
          DKS - PLATE, SILICA GEL, TLC                                         1       I
          DKK - TANKS, DEVELOPING, TLC                                         1       I
          DJS - U.V. LIGHT, TLC                                                1       I
862.2850  ATOMIC ABSORPTION SPECTROPHOTOMETER FOR CLINICAL USE
          JXR - ATOMIC ABSORPTION SPECTROPHOTOMETER, GENERAL USE               2       I
862.2860  MASS SPECTROMETER FOR CLINICAL USE
          DOP - MASS SPECTROMETER, CLINICAL USE                                2       I
862.3050  BREATH-ALCOHOL TEST SYSTEM
          DJZ - DEVICES, BREATH TRAPPING, ALCOHOL                              2       I
862.3110  ANTIMONY TEST SYSTEM
          DNE - ATOMIC ABSORPTION, ANTIMONY                                    2       I
862.3120  ARSENIC TEST SYSTEM
          DNZ - ATOMIC ABSORPTION, ARSENIC                                     2       I
862.3220  CARBON MONOXIDE TEST SYSTEM
          JKT - GAS CHROMATOGRAPH, CARBON-MONOXIDE                             2       I
          JKS - SPECTRAL ABSORB. CURVE, OXYHEMOGLOBIN, CARBOXYHEMOGLOBIN,      2       I
862.3240  CHOLINESTERASE TEST SYSTEM
          DLI - ACETYLCHOLINE CHLORIDE, SPECIFIC REAGENT FOR PSEUDO

CHOLINESTERASE                2       I
          DIG - CHOLINESTERASE TEST PAPER                                      2       I
          DIH - COLORIMETRY, CHOLINESTERASE                                    2       I
          DOH - ELECTROMETRY, CHOLINESTERASE                                   2       I
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          DMR - SOLUTION, M-NITROPHENOL, SPECIFIC REAGENT FOR CHOLINESTERASE   2       I
862.3280  CLINICAL TOXICOLOGY CONTROL MATERIAL
          DKC - ALCOHOL CONTROL MATERIALS                                      2       I
          DJK - DIGITOXIN CONTROL SERUM, RIA                                   2       I
          DMP - DIGOXIN CONTROL SERUM, RIA                                     2       I
          DIF - DRUG MIXTURE CONTROL MATERIALS                                 2       I
          LAS - DRUG SPECIFIC CONTROL MATERIALS                                2       I
          DIE - HEAVY METALS CONTROL MATERIALS                                 2       I
          LAX - LIDOCAINE CONTROL MATERIALS                                    2       I
          LAY - METHOTREXATE CONTROL MATERIALS                                 2       I
          LAZ - N-ACETYLPROCAINAMIDE CONTROL MATERIALS                         2       I
          LBA - PROCAINAMIDE CONTROL MATERIALS                                 2       I
          LAW - THEOPHYLLINE CONTROL MATERIALS                                 2       I
862.3600  MERCURY TEST SYSTEM
          DPH - MERCURY, ATOMIC ABSORPTION                                     2       I
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01-AUG-96   Condom 884.5300 DRAERD/OB II/2 4 - ISO standard;

01-AUG-96   Condom with spermicidal 884.5310 DRAERD/OB II/2 1    "            "            "

Condoms (latex only):

  lubricant

- ASTM standard;
- FDA guidance document

*   Scented or scented deodorized 884.5460 DRAERD/OB II/2 5 - FDA guidance document;

*   Unscented menstrual tampon 884.5470 DRAERD/OB II/1 9    "            "            "

Tampons:

  menstrual tampon - Tampon labeling regs.
  (21 CFR 801.430)

*   Nonfetal ultrasonic monitor 892.1540 DRAERD/RA II/2 1 - AIUM/NEMA standards;

*   Ultrasonic pulsed doppler 892.1550 DRAERD/RA II/2 10    "            "            "

*   Ultrasonic pulsed echo imaging 892.1560 DRAERD/RA II/2 20

*   Diagnostic ultrasonic transducer 892.1570 DRAERD/RA II/2 10

Diagnostic ultrasound:

  imaging system

  system

- FDA guidance document

   "            "            "

   "            "            "
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*

*

Dental alloys:

  Gold-based alloys and precious 872.3060 DDIGD/DE II/2 65 - ANSI/ADA specifications;
  metal alloys for clinical use - FDA guidance document

  Base metal alloy 872.3710 DDIGD/DE II/2 8    "            "            "

01-AUG-96 Clinical electronic thermometer 880.2910 DDIGD/GH II/2 15 - ASTM standard;
(except tympanic or pacifier - FDA guidance document
thermometers)

* Hypodermic single lumen needle 880.5570 DDIGD/GH II/1 39 - ISO standard;
(includes sharps containers other - FDA guidance document
than needle destruction devices;
excludes anti-stick and self-destruct
needles)

* Piston syringe 880.5860 DDIGD/GH II/1 20 - ISO standard;
(except anti-stick and self-destruct) - FDA guidance document

01-AUG-96 Steam sterilizer 880.6880 DDIGD/GH II/2 4 - ANSI/AAMI standard;
(greater than 2 cubic feet) - FDA guidance document

* Intramedullary fixation rod 888.3020 DGRD/OR II/2 10 - FDA guidance document

*   Single/multiple component 888.3030 DGRD/OR II/2 6 - FDA guidance document

External fixators:

  metallic bone fixation appliances
  and accessories
  (except devices with no external
  components)
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*
External fixators (continued):

  Smooth or threaded metallic 888.3040 DGRD/OR II/2 18 - FDA guidance document
  bone fixation fastener
  (except devices with no external
  components)

* Human chorionic gonadotropin 862.1155(a) DCLD/CH II/2 15 - FDA guidance document;
(HCG) test system intended for the - In vitro labeling regs.
early detection of pregnancy   (21 CFR 809.10)
(non-OTC use only)

* Hematology quality control mixture 864.8625 DCLD/HE II/2 8 - FDA guidance document;
- In vitro labeling regs.
  (21 CFR 809.10)

* Antimicrobial susceptibility test disc 866.1620 DCLD/MI II/2 8 - NCCLS standard;
(manual testing only) - FDA guidance document;

- In vitro labeling regs.
  (21 CFR 809.10)

* C-reactive protein immunological 866.5270 DCLD/IM II/2 3 - FDA guidance document;
test system - In vitro labeling regs.

  (21 CFR 809.10)

01-AUG-96 Rheumatoid factor immunological 866.5775 DCLD/IM II/2 3 - FDA guidance document;
test system - In vitro labeling regs.

  (21 CFR 809.10)

*   Blood pressure cuff 870.1120 DCRND/CV II/1 7 - FDA guidance document;

Noninvasive blood pressure
measurement devices:

  (manual/non-electronic devices - ANSI/AAMI standard
  only)
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*   Noninvasive blood pressure 870.1130 DCRND/CV II/1 11      "           "           "
  measurement system
  (manual/non-electronic devices
  only)

*   Electrocardiograph (ECG) lead 870.2350 DCRND/CV II/1 1 - AAMI standard;

*   Electrocardiograph (ECG) 870.2360 DCRND/CV II/2 14      "           "           "

*   Electrocardiograph (ECG) surface 870.2370 DCRND/CV II/2 0      "           "           "

ECG-related devices:

  switching adaptor - FDA guidance document

  electrode

  electrode tester

01-AUG-96 Transcutaneous electrical nerve 882.5890 DCRND/NE II/2 16 - ANSI/AAMI standard;
stimulator for pain relief - FDA guidance document

* Vitreous aspiration and cutting 886.4150 DOD/OP II/2 7 - FDA guidance document
instrument
(includes stand-alone systems and
accessories only)

* Phacofragmentation system 886.4670 DOD/OP II/2 14 - FDA guidance document
(includes stand-alone systems and
accessories only)


